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DETAILED ACTION 

The amendments and arguments filed Jul. 6, 2009 are acknowledged and have been fiiUy 
considered. Claims 1-23 are now pending. Claims 1,2,4, and 10 are amended. 

Information Disclosure Statement 

The information disclosure statement filed 27 July 2009 fails to comply with 37 CFR 
1.98(a)(1), which requires the following: (1) a list of all patents, publications, applications, or 
other information submitted for consideration by the Office; (2) U.S. patents and U.S. patent 
application publications listed in a section separately from citations of other documents; (3) the 
application number of the application in which the information disclosure statement is being 
submitted on each page of the list; (4) a column that provides a blank space next to each 
document to be considered, for the examiner's initials; and (5) a heading that clearly indicates 
that the list is an information disclosure statement. The information disclosure statement has 
been placed in the application file, but the information referred to therein has not been 
considered. 

OBJECTIONS/REJECTIONS WITHDRAWN 

The objections to claims 4 and 10 are withdrawn in light of the claim amendments. 

The rejection of claims 2, 4-17, and 19-23 under 35 U.S.C. 112, 2°'* paragraph is withdrawn, in 

light of the claim amendments. 
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The rejection of claims 1-4, 6, 15-17, and 23 under 35 U.S.C. 103(a) over ABRAHAM is 
withdrawn upon further consideration. 

OBJECTIONS/REJECTIONS MAINTAINED 

The rejection of claims 1-7, 10, 13-18, and 21-23 under 35 U.S.C. 103(a) over GALLEY and 
MARTIN is maintained as discussed below. 

The rejection of claims 1, 6, 8, 9, and 19 under 35 U.S.C. 103(a) over GALLEY, MARTIN, and 
MUNRO is maintained as discussed below. 

The rejection of claims 1,11,12, and 20 under 35 U.S.C. 103(a) over GALLEY, MARTIN, and 
BARROWS is maintained as discussed below. 

The double patenting rejections of record have been maintained as no action regarding these 
rejections has been taken by applicants at this time. 

Claim Rejections - 35 USC § 103 (Maintained) 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 

section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-7, 10, 13-18, and 21-23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over GALLEY (WO 91/11105; Published Aug. 8, 1991) in view of MARTIN 
(U.S. 5,652,274; Issued Jul. 29, 1997). 

1. Galley discloses anti-microbial compositions containing iodide ions, an oxidoreductase 
enzyme, namely glucose oxidase (i.e. an oxidizing agent), and its corresponding oxidizable 
substrate, D-glucose (abstract). Galley teaches that iodide anions are included in the 
compositions in the form of salts, such as potassium iodide and sodium iodide (p. 3, lines 17-21). 
The compositions of the invention are useful materials for skin preparations and wound dressings 
due to their antibacterial activity (p. 11, elements b, g, and h). The compositions provide 
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antibacterial activity through the action of the glucose oxidase enzyme on glucose, which 
generates hydrogen peroxide (H2O2) in the presence of water and oxygen (p. 1, lines 16-21). 
Galley teaches that the compositions may be in the form of water-containing gels (p. 8, 2"'* 
paragraph, lines 8-13 and 20-22). It is noted that the instant specification defines a hydrated 
hydrogel to be an aqueous gel in hydrated form (paragraph [0025]). Thus, the water containing 
gels of Galley are hydrated hydrogels, as would be recognized by the ordinary artisan. The 
compositions also advantageously incorporate at least one buffering agent to minimize the fall of 
pH which may otherwise occur after activation of the concentrated composition (p. 7, lines 22- 
26). 

2. Thus, the only difference between the disclosure of Galley and instant claim 1 is the 
presence of a source of lactate ions in the dressing. However, the inclusion of lactate as a 
component of skin dressings was well-known in the art at the time of the invention. For 
example, Martin discloses therapeutic wound healing compositions for protecting and 
resuscitating mammalian cells (abstract) and are suitable as pharmaceutical appliances and 
topical vehicles such as dressings, which include topical gel formulations (col. 42, lines 17-28 
and 40). These compositions comprise lactate ions, including sodium lactate and zinc lactate 
(col. 30, line 62 to col. 31, line 7), which are well a well-known buffering agents and 
antioxidants. Martin teaches that the antioxidant activity of lactate makes it beneficial in wound 
dressings due to its ability to reduce injury to mammalian cells or increase the resuscitation rate 
of mammalian cells (col. 30, lines 58-61; col. 31, lines 10-14). 

3. In light of these teachings, it would have been prima facie obvious to one of ordinary 
skill in the art at the time of the invention to include a source of lactate ions in the dressings of 
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Galley. One would have been motivated to do so in order to provide a dressing composition with 
improved ability to reduce injury to mammalian cells or increase the resuscitation rate of 
mammalian cells as taught by Martin. Further, both Galley and Martin are concemed with the 
same problem in the art, namely the treatment of wounds using topical dressing compositions. 
Therefore one would have been motivated to look to Martin and would have had a high 
expectation of success in combining the teachings of Martin with those of Galley to produce a 
wound dressing with improved wound treatment ability. Thus, claims 1,2, 10, 14-17, 22, and 23 
are rendered obvious over the combination of Galley and Martin. 

4. Regarding claims 3, 13, and 21, Galley teaches that D-glucose is present most preferably 
in a weight concentration of at least 0.2% (p. 4, line 27), and exemplifies glucose in weight % 
ranges fi^om 0.5-40%, depending on the type of composition produced (see Examples 32, 35, 40, 
43, and 48). Additionally, Galley teaches that suitable glucose precursors may be used alone or 
along with glucose to advantageously support more sustained antimicrobial activity (p. 4, lines 
33-36). One of ordinary skill in the art would readily recognize from this teaching that the 
availability (i.e. the amount) of glucose correlates with the amount of hydrogen peroxide 
generated. Thus, the ordinary artisan would be motivated to optimize the amount of glucose in 
the dressing compositions depending on the particular application and intended length of time for 
its use. For instance, dressings for more serious or chronic wounds might require more glucose 
to achieve a longer period of hydrogen peroxide generation than those intended for minor 
wounds requiring less hydrogen peroxide. The artisan would initially be guided by the range of 
glucose taught by Galley. Thus, it would have been prima facie obvious to one of ordinary skill 
in the art at the time of the invention to produce a dressing composition comprising from 2.5- 
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20% glucose as suggested by Galley. Claims 3,13, and 21 are rendered obvious over Galley and 
Martin. 

5. Regarding claims 4 and 5, it would have been prima facie obvious to one of ordinary skill 
in the art at the time of the invention to use the hydrogel material of Galley as either a layer (e.g. 
a sheet or film layer within a more structured patch system) or as a spreadable amorphous gel. It 
is well within the purview of the ordinary artisan to select the best means of appUcation for a 
wound dressing composition depending on the particular wound to be treated. Galley teaches the 
compositions as gels (i.e. an amorphous form) (p. 8, lines 13 and 22; p. 10, line 26), and teaches 
their use in wound dressings comprising impregnated materials (p. 11, element g), suggesting 
both of these configurations. Furthermore Martin teaches the use of the compositions in 
bandages to facilitate healing by delivering antioxidants (col. 40, lines 47-57; col. 42, lines 37- 
40), as well as teaching the compositions in conjunction with hydrogels (col. 155, lines 46-49). 
Thus, the combination of Galley and Martin renders claims 4 and 5 obvious. 

6. Regarding claims 6 and 7, Galley does not explicitly teach specific types of the hydrogel 
material. However, Galley teaches that the compositions are incorporated into conventional 
formulations suitable for topical application or pharmaceutical use (p. 9, lines 4-12) and teaches 
formulations as gels (p. 8, lines 13 and 22; p. 10, line 26). Martin also teaches compositions 
useful in hydrogels and teaches that such hydrogels generally comprise bioadhesive polymers 
such as polyacrylic acid. While the composition of typical hydrogels would have been known by 
the ordinary artisan, the combination of Galley and Martin provides sufficient guidance for the 
artisan to choose hydrophilic materials such as polyacrylates as the hydrogel material. The 
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artisan would be motivated to do so in order to provide a bioadhesive hydrogel as taught by 
Martin. Thus, Galley and Martin render claims 6 and 7 obvious. 

7. Regarding claim 18, Galley teaches that the compositions may be provided in the form of 
two or more physically separated phases in which the glucose oxidase is prevented from coming 
into contact with D-glucose until immediately prior to use. For example, the inventive 
compositions may take the form of two or more pastes or gels which maintain the glucose 
oxidase and D-glucose in separate phases until the two are combined prior to use (p. 8, lines 17- 
24). Thus, it would have been prima facie obvious to one of ordinary skill in the art at the time 
of the invention to formulate the dressing compositions of Galley as a first hydrogel layer 
comprising glucose (and lactate ions) and a second hydrogel layer comprising the oxidoreductase 
enzyme. One would have been motivated to do so to prevent the enzyme reaction from 
occurring prior to use by the consumer as taught by Galley. Claim 18 is obvious over the 
combination of Galley and Martin. 

8. A reference is good not only for what it teaches by direct anticipation but also for what 
one of ordinary skill in the art might reasonably infer from the teachings. {In re Opprecht 12 
USPQ 2d 1235, 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 1976). In light of the 
forgoing discussion, the examiner concludes that the subject matter defined by the instant claims 
would have been obvious within the meaning of 35 USC 103(a). From the teachings of the 
references, it is apparent that one of ordinary skill in the art would have had a reasonable 
expectation of success in producing the claimed invention. Therefore, in the absence of evidence 
to the contrary, the invention as a whole was prima facie obvious to one of ordinary skill in the 
art at the time the invention was made, as evidenced by the references. 
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Response to Arguments 

Applicants' arguments have been fully considered but are not persuasive. Applicants 
argue that Galley does not disclose a hydrogel material and that Galley is limited to 
"concentrated compositions" (response, p. 7). 

As discussed previously in the Office Action dated Feb. 6, 2009, the gels taught by 
Galley may be water-containing: Galley teaches the compositions as water-containing gels (p. 8, 
2 paragraph, lines 8-13 and 20-22). It is noted that the instant specification defines a hydrated 
hydrogel to be an aqueous gel in hydrated form (paragraph [0025]). Thus, the water containing 
gels of Galley qualify as hydrogels, as would be recognized by anyone skilled in the art, and this 
conclusion is supported by applicants' own specification. 

It is unclear what applicants are attempting to argue in stating that the "concentrated 
compositions" of Galley have a particular meaning. In particular, Galley explicitly teaches: 

"Concentrated water-containing compositions, optionally combined with suitable carriers 
or excipients, may be packaged and maintained prior to use under substantially anaerobic 
conditions. They may be in the form of, for example, solutions, suspensions, pastes or gels ." 
(Emphasis added) 

This passage immediately follows that pointed to by applicants. Thus, the 
"concentrated compositions" of Galley are clearly not limited to double layered tablets as 
incorrectly asserted by applicants. 

Applicants argue that Galley only discloses wound dressings in the context of "a 
preserved composition" in active form (response, p. 7). 

It is unclear what applicants are attempting to argue by this statement. 

Applicants argue that there is no disclosure of physical separation of D-glucose and 



Application/Control Number: 10/587,420 P. 10 

Art Unit: 1611 

glucose oxidase in Galley (response, p. 7). 

This statement is also perplexing given that Galley clearly teaches the use of the 
inventive compositions as wound dressings, wound irrigants, and bum treatments (see in 
particular elements g and h on p. 1 1), and given that Galley clearly teaches that the compositions 
may be provided in the form of two or more physically separated phases in which the glucose 
oxidase is prevented from coming into contact with D-glucose (p. 8, lines 16-19). Based on the 
teachings of Galley, the skilled artisan could easily and immediately envisage the direct teaching 
of separating the two layers in conjunction with a wound dressing (which is one of the uses 
disclosed by Galley). Applicants are reminded that the instant rejections were made under 
obviousness, not anticipation. 

Applicants argue that the instant claims require the physical separation of the glucose and 
the enzyme. Applicants further argue that the instant claims require this separation during use 
(response, p. 7). 

None of these limitations are actually present in the instant claims. Applicants appear to 
be arguing that the recitation of a superposed layer requires that the superposed layer be separate 
from the hydrogel material. However, this is not the case. The claim does not define what the 
superposed layer must be superposed on. The term "superposed" has not been given a special 
definition in the instant specification, thus the term has been given its plain meaning and can be 
interpreted expansively. The American Heritage Dictionary of the English Language defines 
"superpose" as "To set or place (one thing) over or above something else". There is nothing in 
this definition or the claims that requires the hydrated hydrogel material and the superposed layer 
to be separate from one another. According to the claim language, the hydrogel material could 
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also be the superposed layer because there is nothing that requires that they be separate, in 
contrast to applicants' assertion. If the hydrogel material comprising lactate ions and glucose 
also comprises an oxidoreductase enzyme, and is superposed upon anything else (e.g. skin), then 
it meets the requirements of the claim. Furthermore, if, as applicants assert in the sentence the 
last paragraph on p. 7, physical separation of glucose the enzyme is maintained during use, the 
wound dressing would not function for its intended use of generating hydrogen peroxide (since 
the enzyme and substrate are physically separate), in which case the invention is not enabled. 
Limiting a product by its location (e.g. on the skin of a human or animal) does not impart 
patentability to the structure of the product which is obvious over the prior art. Moreover, 
merely claiming that the dressing is located on the skin does not necessarily mean that it is in 
use. 

In response to applicant's argument that the references fail to show certain features of 
applicant's invention, it is noted that the features upon which applicant relies (i.e., that there are 
two separate layers, the separation of which is maintained during use) are not recited in the 
rejected claim(s). Although the claims are interpreted in light of the specification, limitations 
from the specification are not read into the claims. See In re Van Geuns, 988 F.2d 1181, 26 
USPQ2d 1057 (Fed. Cir. 1993). 

Claims 1, 6, 8, 9, and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Galley in view of Martin as applied to claims 1-7, 10, 13-18, and 21-23 above, and 
further in view of MUNRO (U.S. 2002/0037270; Published Mar. 28, 2002). 

9. The teachings of Galley and Martin are presented supra. Neither Galley nor Martin 
teaches the use of 2-acrylamido-2-methylpropane sulphonic acid (polyAMPS) as the hydrophilic 
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polymer material in the compositions, and neither reference teaches the amount of the 
hydrophilic polymer in the hydrogels. 

10. However, the use of polyAMPS in bioadhesive wound dressings was known in the art at 
the time of the invention. For example, Munro discloses wound dressings comprising hydrogel 
compositions having bioadhesive properties (paragraph [0001]). Munro teaches that the 
polymers used in the hydrogel may include water soluble polymers such as poly(2- acrylamido- 
2-methylpropane-sulphonic acid) or one of its salts and its copolymers (paragraph [0054]). 
Munro teaches that "...polymerising and crosslinking water soluble monomers in the presence of 
water soluble polymers, water and polyhydric alcohols produces hydrogel materials with 
enhance rheological and consequently adhesive properties" (paragraph [0053]). Furthermore, 
Munro teaches that AMPS is most preferably used as a monomer in the hydrogel compositions 
(paragraph [0032]). The skilled artisan would have been motivated to use water soluble 
polymers such as poly(2-acrylamido-2- methylpropane-sulphonic acid) or its salts since they 
were known as preferred components of hydrogels for wound dressings and because polyAMPS 
would have enhanced the rheological and adhesive properties of the dressing as taught by 
Munro. Miinro also teaches that the hydrogels of the invention most preferably include from 25- 
70% by weight of the polymeric component (paragraph [0036]). 

11. While the teachings of Galley and Martin would clearly guide the ordinary artisan to 
formulate the compositions as hydrogels, neither Galley nor Martin explicitly describes the 
particular species of materials useful in the invention to a significant degree. The most specific 
teaching of these two references is found in Martin, where polyacrylates are taught as useful to 
make bioadhesive hydrogels as discussed above. Since this is a very general teaching of a broad 
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genus of polymers useful in hydrogels, the ordinary artisan would have looked to the literature 
for guidance regarding the particular species of polyacrylate materials useful in the invention. 
12. Based on these teachings, it would have been prima facie obvious to one of ordinary skill 
in the art at the time of the invention to select a polymeric material comprising poly AMPS, and 
to use the polymeric material at a level of at least 30% by weight of the gel per the teachings of 
Munro to provide a suitable hydrogel dressing with enhanced rheological and adhesive 
properties. Thus, claims 8, 9, and 19 are rendered obvious over the combination of Galley, 
Martin, and Munro. 

A reference is good not only for what it teaches by direct anticipation but also for what 
one of ordinary skill in the art might reasonably infer from the teachings. (In re Opprecht 12 
USPQ 2d 1235, 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 1976). In light of the 
forgoing discussion, the examiner concludes that the subject matter defined by the instant claims 
would have been obvious within the meaning of 35 USC 103(a). From the teachings of the 
references, it is apparent that one of ordinary skill in the art would have had a reasonable 
expectation of success in producing the claimed invention. Therefore, in the absence of evidence 
to the contrary, the invention as a whole was prima facie obvious to one of ordinary skill in the 
art at the time the invention was made, as evidenced by the references. 

Response to Arguments 

Applicants' arguments have been fully considered but are not persuasive. Applicants 
argue that Munro does not remedy the alleged deficiencies of Galley and Martin (response, p. 8). 

Applicants' arguments with respect to Galley and Martin are addressed supra, and that 
discussion is incorporated herein. The combination of Galley and Martin renders obvious claims 
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1-7, 10, 13-18, and 21-23 as discussed above. 
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Claims 1, 11, 12, and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Galley in view of Martin as applied to claims 1-7, 10, 13-18, and 21-23 above, and 
further in view of BARROWS (U.S. 5,372,802; Published Dec. 13, 1994). 

13. The teachings of Galley and Martin are presented supra. While both Galley and Martin 
teach the use of zinc compounds in the hydrogel compositions, these teachings alone do not 
provide sufficient motivation for an ordinary artisan to intentionally include a distinct source of 
zinc ions. 

14. However, zinc salts have long been known to have a stabilizing effect on hydrogen 
peroxide. For instance. Barrows discloses gel compositions comprising hydrogen peroxide that 
is stabilized by various zinc salts, including zinc lactate (abstract; col. 3, lines 13-27; claims 1 
and 6). Thus, the skilled artisan would have been motivated to include a source of zinc ions in 
order to inhibit degradation of the reactive hydrogen peroxide generated by the glucose oxidase, 
per the teachings of Barrows. In doing so, the ordinary artisan would have had a high 
expectation of providing a dressing composition wherein the antibacterial effect of the hydrogen 
peroxide is increased since there are higher levels of hydrogen peroxide available due to the 
stabilizing effect of the zinc ions. Furthermore, both Galley and Martin teach the use of zinc 
compounds, illustrating the compatibility of zinc ions with these compositions. It would have 
been prima facie obvious to one of ordinary skill in the art at the time of the invention to select 
zinc lactate as the zinc source since it was taught by Barrows as a suitable zinc compound to 
stabilize hydrogen peroxide and since it is taught by Martin as a suitable source of lactate (col. 
31, line 6). Further, since the prior art provides motivation to include both zinc and lactate ions 
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in the dressing compositions, it would have been obvious to the skilled artisan to select zinc 
lactate since it represents an efficient way to provide both of these components using a single 
reagent. Therefore claims 11, 12, and 20 are rendered obvious over Galley, Martin, and 
Barrows. 

A reference is good not only for what it teaches by direct anticipation but also for what 
one of ordinary skill in the art might reasonably infer from the teachings. {In re Opprecht 12 
USPQ 2d 1235, 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 1976). In light of the 
forgoing discussion, the examiner concludes that the subject matter defined by the instant claims 
would have been obvious within the meaning of 35 USC 103(a). From the teachings of the 
references, it is apparent that one of ordinary skill in the art would have had a reasonable 
expectation of success in producing the claimed invention. Therefore, in the absence of evidence 
to the contrary, the invention as a whole was prima facie obvious to one of ordinary skill in the 
art at the time the invention was made, as evidenced by the references. 

Response to Arguments 
Applicants' arguments have been fiiUy considered but are not persuasive. Applicants 
argue that Barrows does not remedy the alleged deficiencies of Galley and Martin (response, p. 
8). 

Applicants' arguments with respect to Galley and Martin are addressed supra, and that 
discussion is incorporated herein. The combination of Galley and Martin renders obvious claims 
1-7, 10, 13-18, and 21-23 as discussed above. 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in public policy (a policy 
reflected in the statute) so as to prevent the unjustified or improper timewise extension of the "right to exclude" granted by a 
patent and to prevent possible harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection is 
appropriate where the conflicting claims are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the exanimed application claim is eitlier anticipated by, or would have been obvious over, the 
reference claim(s). See, e.g.. In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 
USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and/« re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may be used to overcome an actual 

or provisional rejection based on a nonstatutory double patenting ground provided the conflicting application or patent either is 
shown to be commonly owned with this application, or claims an invention made as a result of activities imdertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal disclaimer. A terminal 
disclaimer signed by the assignee must ftilly comply with 37 CFR 3.73(b). 

U.S. Patent Application No. 10/512.440 

Claims 1-23 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 2, 5-7, 21, 22, 24, 25, and 
30 of copending Application No. 10/512,440 in view of Martin. Although the conflicting claims 
are not identical, they are not patentably distinct from each other because the scope of the '440 
claims renders obvious that of the instant claims. The difference between the two claim sets is 
that the instant claims recite a source of lactate ions. As discussed supra, the addition of lactate 
ions is obvious per the teachings of Martin. 

Claims 1-23 are directed to an invention not patentably distinct from claims 2, 5-7, 21, 
22, 24, 25, and 30 of commonly assigned 10/512,440. Specifically, the addition of a source of 
lactate ions is obvious per the teachings of Martin as discussed supra. 

The U.S. Patent and Trademark Office normally will not institute an interference between 
applications or a patent and an application of common ownership (see MPEP Chapter 2300). 
Commonly assigned 10/512,440, discussed above, would form the basis for a rejection of the 
noted claims under 35 U.S. C. 103(a) if the commonly assigned case qualifies as prior art under 
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35 U.S.C. 102(e), (f) or (g) and the conflicting inventions were not commonly owned at the time 
the invention in this application was made. In order for the examiner to resolve this issue, the 
assignee can, under 35 U.S.C. 103(c) and 37 CFR 1.78(c), either show that the conflicting 
inventions were commonly owned at the time the invention in this application was made, or 
name the prior inventor of the conflicting subject matter. 

A showing that the inventions were commonly owned at the time the invention in this 
application was made will preclude a rejection under 35 U.S.C. 103(a) based upon the conmionly 
assigned case as a reference under 35 U.S.C. 102(f) or (g), or 35 U.S.C. 102(e) for applications 
pending on or after December 10, 2004. This is a provisional double patenting rejection since 
the conflicting claims have not in fact been patented. 

U.S. Patent Application No. 10/587.547 

Claims 1-23 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-15 of copending 
Application No. 10/587,547. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the scope of the '547 claims renders obvious that of 
the instant claims. The '547 claims teach each element of the instant claims, rendering the two 
claim sets obvious variants over one another. 

This is a provisional double patenting rejection since the conflicting claims have not in 
fact been patented. 

Response to Arguments 
Applicants have requested that the double patenting rejections be held in abeyance (see p. 
10 of arguments filed Jul. 6, 2009). 
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A request to hold a rejection in abeyance is not a proper response to a rejection. Rather, a 
request to hold a matter in abeyance may only be made in response to an OBJECTION or 
REQUIREMENTS AS TO FORM (see MPEP 37 CFR 1.111(b) and 714.02). Thus, the double 
patenting rejections of record have been maintained as no action regarding these rejections has 
been taken by applicants at this time. 



NEW GROUNDS OF OBJECTION/REJECTION 
Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in public policy (a policy 
reflected in the statute) so as to prevent the unjustified or improper timewise extension of the "right to exclude" granted by a 
patent and to prevent possible harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection is 

appropriate where the conflicting claims are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the exammed application claim is cither anticipated by, or would have been obvious over, the 
reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USl'Q2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In reLongi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Omum, 686 F.2d 937, 214 
USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and/« re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may be used to overcome an actual 
or provisional rejection based on a nonstatutory double patenting ground provided the conflictmg application or patent either is 
shown to be commiMily owned with this application, or claims an invention made as a result of activities undcilakcn within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal disclaimer. A terminal 
disclaimer signed by the assignee must fiiUy comply with 37 CFR 3.73(b). 

U.S. Patent Application No. 11/044.715 

Claims 1-23 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-30 of copending 
Application No. 1 1/044,715 in view of Galley. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the scope of the '715 claims renders 
obvious that of the instant claims. The difference between the two claim sets is that the '715 
claims specifically excludes the oxidoreductase enzyme from the skin dressing, allowing it in a 
layer that is distinct from the skin dressing. However, in light of Galley's teaching of separating 
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the enzyme from its substrate, and the reasoning applied above, the instant claims represent an 
obvious variation of the inventive concept disclosed in the 715 claims. 

Claims 1-23 are directed to an invention not patentably distinct from claims 1-30 of 
commonly assigned 1 1/044,715. Specifically, see above. 

The U.S. Patent and Trademark Office normally will not institute an interference between 
applications or a patent and an application of common ownership (see MPEP Chapter 2300). 
Commonly assigned 11/044,715, discussed above, would form the basis for a rejection of the 
noted claims under 35 U.S.C. 103(a) if the commonly assigned case qualifies as prior art under 
35 U.S.C. 102(e), (f) or (g) and the conflicting inventions were not commonly owned at the time 
the invention in this application was made. In order for the examiner to resolve this issue, the 
assignee can, under 35 U.S.C. 103(c) and 37 CFR 1.78(c), either show that the conflicting 
inventions were commonly owned at the time the invention in this application was made, or 
name the prior inventor of the conflicting subject matter. 

A showing that the inventions were commonly owned at the time the invention in this 
application was made will preclude a rejection under 35 U.S.C. 103(a) based upon the commonly 
assigned case as a reference under 35 U.S.C. 102(f) or (g), or 35 U.S.C. 102(e) for applications 
pending on or after December 10, 2004. 

Summary/Conclusion 
Claims 1-23 are rejected. No claims are allowable. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, TfflS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kevin S. Orwig whose telephone number is (571)270-5869. The 

examiner can normally be reached Monday-Friday 7:00 am-4:00 pm (with alternate Fridays off). 
If attempts to reach the examiner by telephone arc unsuccessful, the examiner's supervisor, 
Sharmila Landau can be reached Monday-Friday 8:00 am-5:00 pm at (571)272-0614. The fax 
phone number for the organization where this application or proceeding is assigned is 571-273- 
8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published appUcations 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

KSO 



/David J Blanchard/ 

Primary Examiner, Art Unit 1643 



